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- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 17 March 2008 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 34-38 is/are pending in the application. 

4a) Of the above claim(s) 35 and 38 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 34,36 and 37 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
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1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Election/Restrictions 
The previous restriction requirement has been withdrawn, as it is believed by the 
examiner to incorrectly outline the multiple inventions. A new restriction requirement has 
been issued herein. 

This application contains claims directed to the following patentably distinct species of 
different methods of implantation: 



1: 


figures 22a-22f 


2: 


figures 23-25 


3: 


figures 26-28, 32-34 


4: 


figure 36 


5: 


figures 39-31 


6: 


figures 37a-37c 


7: 


figures 39a-39c 


8: 


figures 40a-40c 



The species are independent or distinct because claims to the different species recite the 
mutually exclusive characteristics of such species. In addition, these species are not obvious 
variants of each other based on the current record. Each species is a different method of 
implantation and mode of operation. 

Upon election of an above species, election of a subspecies is further required from the 
following: 

Sub 1: figures 7-9 
Sub 2: figures 10-14 
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Sub 3: figures 15a- 15e 
Sub 4: figure 20a 
Sub 5: figure 20c 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is finally 
held to be allowable. Currently, claim 34 is generic. 

There is an examination and search burden for these patentably distinct species due to 
their mutually exclusive characteristics. The species require a different field of search (e.g., 
searching different classes/subclasses or electronic resources, or employing different search 
queries); and/or the prior art applicable to one species would not likely be applicable to another 
species; and/or the species are likely to raise different non-prior art issues under 35 U.S.C. 101 
and/or 35 U.S.C. 1 12, first paragraph. 

Applicant is advised that the reply to this requirement to be complete must include 
(i) an election of a species to be examined even though the requirement may be traversed (37 
CFR 1.143) and (ii) identification of the claims encompassing the elected species, including 
any claims subsequently added. An argument that a claim is allowable or that all claims are 
generic is considered nonresponsive unless accompanied by an election. 

The election of the species may be made with or without traverse. To preserve a right to 
petition, the election must be made with traverse. If the reply does not distinctly and specifically 
point out supposed errors in the election of species requirement, the election shall be treated as 
an election without traverse. Traversal must be presented at the time of election in order to be 
considered timely. Failure to timely traverse the requirement will result in the loss of right to 
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petition under 37 CFR 1.144. If claims are added after the election, applicant must indicate 
which of these claims are readable on the elected species. 

Should applicant traverse on the ground that the species are not patentably distinct, 
applicant should submit evidence or identify such evidence now of record showing the species to 
be obvious variants or clearly admit on the record that this is the case. In either instance, if the 
examiner finds one of the species unpatentable over the prior art, the evidence or admission may 
be used in a rejection under 35 U.S.C. 103(a) of the other species. 

Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which depend from or otherwise require all the limitations of an 
allowable generic claim as provided by 37 CFR 1.141. 

During a telephone conversation with Daniel Ryan (Registration No. 29,243) on May 6, 
2008 a provisional election was made to prosecute the invention of Method Species 2, Sub 
species 1, claims 34, 36, and 37. Affirmation of this election must be made by applicant in 
replying to this Office action. Claims 35 and 38 are withdrawn from further consideration by the 
examiner, 37 CFR 1.142(b), as being drawn to a non-elected invention. 

Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1 .48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1.48(b) and by the fee required under 37 CFR 1.17(f). 

DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 



Application/Control Number: 1 0/677, 1 04 Page 5 

Art Unit: 3738 

A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on March 17, 2008 has been entered. 

Response to Arguments 

Applicant's arguments with respect to claims 4, 7, 8, 10, 12, 16, 17, 19, 22, 23, 29, 30, 
and 34-38 have been considered but are moot in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode- 
contemplated by the inventor of carrying out his invention. 

Claims 34, 36, and 37 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. Claim 34, line 19 recites, "elastic body in extension within the left atrium". 
The limitation of "extension" in the atrium was not found in the specification and is considered 
new matter. Claims 36 and 37 depend upon claim 34 and inherit all problems associated with the 
claims. 

Claim Rejections - 35 USC § 102 
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The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 2 1(2) of such treaty in the English language. 

Claims 34 and 36-37 are rejected under 35 U.S.C. 102(e) as being anticipated by Quijano 
et al. (US 2003/0191528 Al). Quijano discloses a method comprising identifying a mitral heart 
valve (desired configuration of mitral valve; POO 18), providing an implant (12, fig. 1; 56, fig.5b, 
6) comprising an elastic body (17; fig. 1; 61+63, fig. 5) having an unloaded configuration and a 
compressed loaded configuration (fig. 5a, 5b), the body also having struts (51) appended from the 
body (61+63) adapted to contact the commissures (struts 51 extend around circumference of 
body, some of struts will inherently contact near the commisures), introducing the implant into 
the left atrium at the mitral valve such that the struts contact tissue near the commissure, the 
implant supports and stretches tissue along the major axis and effects coaptation of the native 
leaflets (P0005, P0016, P0048). Quijano discloses an intervascular catheter procedure (P0046). 

Claim 34 is rejected under 35 U.S.C. 102(e) as being anticipated by Gabbay US 
6,419,695 Bl). Gabbay discloses a method comprising identifying a mitral heart valve (fig.l 1, 
12; col.3, lines 36-38), providing an implant (200; fig.7) comprising an elastic body (body 203; 
elastic, col.4, lines 5-6, 24-27; col. 5, lines 2-10) having an unloaded configuration and a 
compressed loaded configuration, the body also having struts (204, 206; fig.7) appended from 
the body (203) adapted to contact the commissures, introducing the implant into the left atrium 
at the mitral valve such that the struts contact tissue near the commissure, the implant supports 



Application/Control Number: 1 0/677, 1 04 Page 7 

Art Unit: 3738 

and stretches tissue along the major axis and effects coaptation of the native leaflets (fig. 10, 11; 
col.8, lines 22-26; col.3, lines 24-26). 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 36 and 37 are rejected under 35 U.S.C. 103(a) as being unpatentable over Gabbay 
(US 6,419,596 Bl). Gabbay discloses the method substantially as claimed. Gabbay discloses 
implantation of an elastic body (fig. 7) having a normal and a compressed configuration (see 
above), however Gabbay is silent to mention whether a catheter is used to implant the body. It 
would have been obvious to one having ordinary skill in the art at the time the invention was 
made to implant the elastic body with a catheter intervascularly, since the implant of Gabbay is 
expandable, capable of being compressed to a smaller dimension and expanded into a preformed 
shape (col. 5, lines 2-10), this memory characteristics are well known in the art of stent, which are 
implanted by catheters in insert the devices in their small configuration. Because the implant of 
Gabbay is made of the same material properties as stent, it would be common sense that it would 
be implanted in the same manner. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CHERYL MILLER whose telephone number is (571)272-4755. 
The examiner can normally be reached on Monday-Friday 7:30am-5:00pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on (571) 272-4755. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Cheryl Miller/ 
Examiner, Art Unit 3738 

/Corrine M McDermott/ 

Supervisory Patent Examiner, Art Unit 3738 



